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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 


THE JOHNS HOPKINS UNIVERSITY, ) 

a Maryland corporation, BAXTER ) 

HEALTHCARE CORPORATION, a ) 

Delaware corporation, and ) 

BECTON DICKINSON AND COMPANY, ) 
a New Jersey corporation, ) 

) 

Plaintiffs, ) 

) 

v. ) 

• ) 

CELLPRO, a Delaware corporation, ) 

) 

Defendant. ) 


Civil Action 
No. 94-105-RRM 


DECLARATION OF DR. KENNETH CORNETTA, M.P. 


Submitted by: 

POTTER ANDERSON & CORROON 
William J. Marsden, Jr. (#2247) 
Joanne Ccballos (#2854) 

P.O. Box 951 

350 Delaware Trust Building 
Wilmington, Delaware 19899 
(302) 984-6000 
Attorneys for Plaintiffs 
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OF COUNSEL: 

Steven J. Lee 
KENYON & KENYON 
One Broadway 

New York, New York 10004 
(212) 425-7200 
Attorneys for Plaintiffs 

Michael Sennett 
BELL, BOYD & LLOYD 
Three First National Plaza 
70 West Madison Street 
Chicago, Illinois 60602 
(312) 807-4243 
Attorneys for Plaintiff 
Baxter Healthcare Corporation 

Dated: April 28, 1997 


Donald R. Ware 
Peter B. Ellis 

FOLEY, HOAG & ELIOT LLP 
One Post Office Square 
Boston, Massachusetts 02109 
(617) 832-1000Attomeys for Plaintiffs 
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nPn Aw ATKTW OB Pit KENNETH CQKKEHA 
I. Kenneth Cornett, M.D., hereby dedirc 

I. i am Dbetfnr of Bone Marrow Trmnapiamation as the Department of 
Ma &d n* 1 Indiana Uaivwdty in Indian mofla. Indiana. I am a oo-auri»or of some 49 publuhed 
(or nttamned foe publication) aoiamifie papers fa the area ctfboneioatrow tia iwp la n ta ti on, gana 
maapy. and related fields. A copy of my Curriculum Vit*n U a ttarh c rl hereto ** Exhibit A 

2 I mi penonfly fttnilfao* with the capabilities of Baxter’ a Itolw® 300 Sum 
CA SdecdoB Syatem, which wa have eaad «na»»vely in treating cancer paliortl in our carter. 

We began using the taclex® 300 in rtitmnsl trial* m 1994 under an invearigpror-spoaaocad IDfi for 
autolo gous marrow nampUnratkm in breast cancer patents. More reccndy , in 1996, we 
began using Baxter's kolsx® 300i device, whWb la an «uuunsrad venran of the earlier 300 model 
I txa penowlly foiriliar with the espebittes of foe 300i asweiL 

j In all, we have participated in three IDA-appn>ved breast cancer trials, 
involving approximately 4A.SO pthetta. uring foe Baafor deviom. HtUfc ihe oimplanca used 
bow narrow, m 1996, we swilrfoad to using Baxter*. 30Qi device, at which time we b««» 
transplanting peripheral blood stem crib. 

4. la adfitian to tiubieaX: cancer trials, we are cunottly participating in two 

FDA-approved dinieai trials for allogeneic tneapInUtion, and one such trial for autDtogoua 
oTuaplMrtanou for multiple myeloma paOcrttt. Tb. aMogeodc tri-la have involved approximately 
30p ahat« to and the naihfolc myeloma trial baa involved 17 poricata to dale. 

5. We have been very aliified with the results achieved using the Baxter 

device*. Both the 300 and the 300i have provided aatiafiutory purily and yield of CD34+«Hs for 


- 1 - 
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tpUBpiaxtfatioa, rod our peikrts Have asperlaneed ripld engnftnm. 

6. Our color docs not use CrilPro's CEPRATE® SC stem cell coaccntnsor 
sodhuao pUnsio doso, 

7. It k ay etpsctuba tint our center will oonrittie to u«e Bator's 300i 
device in &rure treatment proxocnls requiring CD34* sdecacn qfboac mmow or p er i p her a l 
Mood. 

I declare under penally of pajury due the fiarogning s* true ad co r r ect. Executed 
tfaU^doy of April, 19$7. 



• 2 - 
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CUMICULDM . YXTAl _ - April 1887 


Ktnnith Compete, M.D. 


235 wooa* cook ct. 
Zionsvills, IK 46077 
(317) 873-0595 


Indiana University 

Department of Medicine 

Section of Hasatology/Oncology 

Mad. Research & Library Bldg. am 442 

975 West Walnut Street 

Indianapolia, IN 45202 


August IS, 19 SS 
Flushing, New York. 


Uni tad Scat a a 


Albany Medical Collega, Albany, NY 

Biological Sciences 
Sttca Univaraity of K.r. ae Albany 


1995 - 

Coordinating Director, National Gena Vector 
Laboratory 

1995 - 

Aaaeeiato Profaaaot of Hadicino and of Madieal 
and Molecular Ganatiea, Indiana Univaraity 

1994 - 

Diraetor, Indiana univarsity Vector Production 
Laboratory 

1994 - 

Graduate School faculty, Indiana Univaraity 

1994 - 

Diraetor, Sana Marrow Transplantation , 
Department of Medicine. Indiana Univaraity, 
Indianapolis. IN 

1993 - 1995 

Aaoiotant 7refac«or of Madieal and Mo locular 

Genetics, Indiana University, Indianapolis, IN 

1991 - 1995 

Assistant Professor of Medicine, Indiana 

Uni varsity, Department of Madicina, Section off 

Ramatology /Oncology Indianapolia, IN 


NAMf ,< 

HOKB APDBBSfi: 
RBDPBSSIONAL MBW.W, 

DAIS AMD PLACH O ? BIRTH* 

sinzmam: 

BDUCATIpfl : 

1978 - 1982 M.D. 

1974 - 1978 S.S. 

PBQPBSBIOMAL SXPgBTgNf’t, 
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1990 - 1991 
1989 - 1990 


Clinieal Instructor, Section o£ Hematology, 
university of Wieccnain, Madison, wi 

Hematology Fellow, Section of Hematology, 
University of Wisconsin. Madison WT 


1986 - 1989 
1985 - 1986 
1982 - 1985 


National Research Service Award Tel low. 
Molecular Hematology Branch, NHLBI. nih 

Chief Resident, Department of Medicine, 
Indian* University, Indianapolis, IN 

Resident . Internal Medicine, Indiana 
University, Indianapolis, It* 


1975-77 , 1979 Research Student with Stanley Zucker. M. D . , VA 
Medical Center, Worthport, N.Y. /State 

University of New York at Stony Brook 


auvenc . 

New York State Regents Scholarship 

National Rea ear oh Service Award 

American Career Society Junior Faculty Award 


Indiana 


CEXTTr«ATTCM. 

American Board of Medical Examiners , 1983 . 
American Beard of internal Medicine, 1986, 
ABIM Board in Hematology, 1990. 


ASSOCIATIONS : 

American Society of Hematology 

International Society of Experimental Hematology 

American Federation of Clinical Rasaareh 

JUULS 

Sigma Xi Scientific Research Society 

gPTTORIAL BOARD: 


Cancer Qene Therapy 
Oene Therapy 



; 5-30-97 ; 2 '• 02FM 


Lyon & Lyon L. A.-*' 


' OvJU uuut; fir w-r * i 


SENT BY : Ly o n & Lyon L. A. 


s&ant s aaoEg.- 

Chairman'* Sift a 7/91-6/83 Total ££0,000 

American Cancer Society junior Taeulty Award - ?/ 9 i to fi /34 
Princip&l investigator Total $90,Sd0 

Indiana university Biomedical Research committee Type I Award 
7/92 to S/93 Principal Investigator Total 320.000 

NTH POl CAS9349 Do«e lateoeif ieatien by gene Traneduccion in 
Cancer. Principal Investigator, Project HI - Gene Therapy 
dor Chronic Myelogenous Leukemia. Principal Investigator 
10/92 to 9/96. Total $946,203 

American Cancer Society Institutional Grant Award. 

Gene Therapy for Sraaet Cancer . Prinoipal Investigator 

7/93 * 6/94 Total $10,000 

Baxter Healthcare Corporation. Use o£ Isolated CD34 Cells 
from Marrow at Matched Related and Unrelated honors for 
Allogeneic Bone Marrow Transplantation. 9/94-9/95 Principle 
Investigator . Total $47,100. 

NTH PSD DK49218 Genetic Modifieacion/Altamative Sources of 
Stem Calls (Centers of Excellence) . Cora B Vector Production 
facility. Core Leader. 9/94-9/99. 

Baxter Healthcare Corporation. Peripheral Blood Stem Cells or 
Isolated CD34+ Calls from Mobilised Peripheral stem cell 
Colleotione for Hematologic Rescue of Advanced Breast Cancer 
Patients Treated with High-Does Chemotherapy. 12/94-1/36 
Principle investigator . $38,730 

NIK 701 KX.63606 Gene Replacement Therapy in Hematopoietic 
Stem Celle. Core B Vector Production Facility. Core Leader. 
12/94-11/98 • Total £263.276 

Baxter Healthcare Corporation. CS34* Cells from Mobilized 
Peripheral Stem Cell Collections for Hematologic Rescue of 
Patients Treated with High- Dose Chem/K&diotbexepy for S-Cell 
Malignancies. 3/95-12/96 Principle investigator. Total 
£30.000 

NTH U42 7X11146 National Gene Vector Laboratory. Principle 

Investigator. 8/1/95-7/31/00. Total direct coats $3,698,461. 

Cathy Peachy Breast Cancer Foundation. 5/96-4/97 Principle 
Investigator- PLT-3 Ligand in Breast Cancer. Total $10,000 
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1. Ly#ik. R.M.. PatMlti. DiStefaao. J.F. ud 2uc)cer, fi. ; 

Bone marrow cytoiyflia induced by hepatoma, taratocarcinoma 
and transformed fibroblaste. Cancer Research 39, 3 0-34, 

1979 . 

2 . Cornatta. k. and Zucker. s.: Organ distribution. of 

circulating very low density lipoproteins (VLCL) ; Fate of 
hematopoietic growth Inhibitory VLDL in che rat- Exp. 
Hemet© 1 • 11. 27S-283, 1963. 

1. zwiebei, J.A. . Freeman, 3.H. , Xaatoff, P.W. , Cornetca, K., 
Ryan, U.3. and Anderson, W.F.: High-level recombinant gene 

expression in rabbit endothelial cell* transduced by 
retroviral vectors. Science 243 . 220-222, 1969. 

4. Cornatta, x. and Anderson, W.P.: Protamine sulfate as an 

effective alternative to polybrene In rstroviral-mediatad 
gene transfer: Implications for human gene therapy. j. 

Virol. Math. U. 187-196. 1969 . 

5. cornetta, x., wiader, r. and Anderson, W.F. : Cans transfer 

into primates and prospects for gene therapy in humans. 
Frwgress Nucleic AC id Res. Ifi, 311-322. 1969. 

6. Xasid, a., Moreckl, S., Aebarsold, P., Cornatta, 1., Culver. 

X., Freeman. 9., Director, E. , Lotte, M.T., Slaese. R.M.. 
Anderson, W.F. and Rosenberg, S.A.: Human gene transfer: 

Characterization of human tumor infiltrating lymphocytes as 
vehicles for retroviral mediated human gene transfer in man. 
Troc. Natl. Acad. Sci. £L, 473-477, 1990. 

7. McLaehlin, J.R., Cornatta, X., Sglitis, K.A. and Anderson. 

w.F. : Retroviral -mediated gene transfer . Progress Nucleic 

Acid Ree. 38 . 91-135, 1990. 

3. Cornatta, X., Hoen. R.C.. culver, X., Morgan. R.A.. 

McLachlin. J.R.. Stumn. S. . Selegue, J.S., Lohdcn. W.T., 
Blaeee, R.M. , Anderson. W.F.: Amphotropic murine leukemia 

retrovirus is not an acute pathogen for primates. Human cane 
Therapy 1. 13-26, 1990. 

9. Muenchau, D.D.. Preeiaan. S-H., Corneeta, x. , 2 wiefael, j.a., 
and Anderson, w.F.s Analysis of retroviral packaging line* 
from generation of replication-competent virus. virology 
121. 262-265. 1990. 

10. Zwiebsl. J.A., Freeman. S.M.. Cornatta. X., Forough, A., 

Maciag. T. . end Anderson, W.F.: Reeeabinaat gens sxpreeston 

in human umbilical vain endothelial cells transduced by 
retroviral vectors. Blachssv. siaphys- see. Comm. IZi, 209 - 
213, 1990. 

11. Morgen. R.A-, Cornetta, X., and Anderson, W.F. : Application 

of polymerase chain reaction in recroviral-nadaacea gene 
tranafar and the analysis of gene-marked human TIL ce_xs- 
Human Gar.e Therapy 1. 136-149. 199 0. 
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12. Rosenberg, S.A.. Aebarsold, p.. Cornett*. is . , x*#id, a 

Morgan, R.A., Karson. 2., Lotze, M.T., Yang, J.C., Topalian' 
S., Hoen, X. . Culvar, X. , Bites*, X.K. , and Aaderton, W.F. : 
Gana trine far into hu m a n e : laununn therapy of patient* with 

advanced melanoma using tumor infiltrating lymphocyte* 
modified by retroviral gone transduet ion, Mew England j. 
Med. 221. 570-578, 1990. 

13. Culver, X. , Cornotta. X., Morgan, a. A., Koreclci, s.. 
Aebereold. P., Xasid, a., Lotze, M.T., Roaenberg, s.a., 
Andersen, W.F. , and Slaoee.n.K.i Lymphocyte* ae cellular 
vehicles for gene transfer in mouse and man. Free . Natl. 
Acad. Sci. USA flfi, 325S-3159, 1991. 

It. Wied.ec , R, , Cornetta. X., Kessler, S.w. . and Anderson, W.F.: 
Increased efficiency of retroviral-mediated gene transfer and 
express ion in. primate bone marrow progenitors following b-FC- 
induced hematopoietic suppression and recovery. Blood 21. 
44B-455, 1991. 

15. culver, X.w., Morgan, x. a., osborne, W.R.A.. Lae, R.T.. 
Lenschow, D., Able, C.. Cornetta, X., Killer. D.A., Anderson, 
w.F,, end Biases, R.w. : Is vivo egression and survival of 

gene modified rhesus T lymphocytes. Human Gena Therapy 1. 
399-410, 1991. 

is. Comecta, x., Morgan, R. , and Anderson, W.F. ; Safely issues 
related to retroviral-mediated gene transfer in humans . 
Human Gene therapy 2, 5-14, 1991. 

17. Morecfcl, s., Ear son, s.. Cornetta, X., Aabersold, alaese, 
R.M. , and Anderson, W.F.. Rosenberg, 9 -A.j Retrovirus - 

mediated gene transfer into 004* and CDS* human T cell 
subsets derived from tumor infiltrating lymphocyte* and 
peripheral blocd mononuclear cells. Cancer Immunol 
IrcnmuBother 12, 342-3S2, 1991. 

10. Cornetta, X., Morgan, R. . Gillio. A.. Sf.urm. s., Balcruebi. 
L., O’Reilly, R. , and Anderson. W.F.: Follow-up of monXeys 
ixpoasd to murine amphotropie retrovirus and a ratroviral 
vector during a bona marrow transplant /gene transfer 
experiment. Human Gene Therapy 2, 2A 5-219, 1991. 

19. Comecta. X.: Safety aepeets o£ gen* therapy. Sarisiah J . 

Haematol £fi. 421-426, 1992. 

20. Cornetta. X., Tricot, G. . Broun, 3.R., Jiromas, R. , Srour. 2.. 

Hoffman . R.. Anderson. W.F., Hoen, R.C. and Morgan. R.A. 

Clinical Protocols: Xetroviral mediated gene transfer of 

bone marrow eel is during autologous bone marrow 
transplantation for acute leuXamia. Human Gene Therapy 2., 
305-318. 1992. 

21. Cornetta, X.. Nguyen. M. , Korean, R.A., MUenohau. D.D. , 

Hartley, J. , and Anderson. W.F.: Infection of human cells 

with murine amphotrrpie replication-competent recrovirusee . 
Human Gene Therapy 579-586, 1993. 
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. 22. Broxmayer. H. E . , Benningsr, L., Hague. N. , Hendxie, p,, 
Cooper, S., Mantel, c. , Cornetta. x. , Vadhaa-Raj, s.. sarria, 
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(macrophage inflammatory protein) family of eytokinea on 
proliferation of normal and leukemia myeloid call 
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24. cernatta, X. , Moore, A., Johannessohn , K. . and Sledge, G.W, : 
Clonal dominance detected in met as cases hut not primary 
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into nude mice, clinical and rxperim.ental Metastasis 12 . 3- 
12. 1994. 

25. Cornetta, K. , Moore. A. Leemhuis, T. , Moan, R.C., Tricot, G., 

Lcibowitr, D. , Hoffman, R. : Retroviral mediated gene 

transfer in ehronie myelogenous leukemia. British Journal of 
Baeaatoluyy fll, 305-315, 1994. 
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human interferon gasma upzegulatas KKC antigen expression in 
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Marrow Purging end PraeniiM- fourth International . aYttaos i un 
Wiley-Lise, Inc, 281-291. 1994. 

28. Kronas, R. , Clark. C. , Blanks, C., Tricot. G., Cornetta, x., 

Hedderman, A. , and Broun, S. R. : Failure of ribavirin ce> 

clear tdsnovirus infections in T-cell depleted allogeneic 
bone aerrow transplantation. Bone Marrow Transplantation 
14 i 653-4. 1994. 

29. Hromas, R., Cornetta, K, Srour, E, Blanks, C., and Broun, 

E.R.. : Donor leukocyte infusion as therapy of 1-fe- 

tthreatening adenoviral infections after T-cell depleted hone 
marrow transplantation. Blood 84s 1689-1690. 1994. 

McCarthy, L. J., Danielson, C. F., Cornetta. R. . Srour. Z.T . . 
Broun. E . fi, . : Autologous bone marrow traaeplantatioa . 

Critical Reviews in Clinical Laboratory Seienoes 32: 67-119. 
1995. 
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therapy straeagias for leukemia. Molscular Medicine today 3: 
39-46. 1997. 
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